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(Translation ) 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page. 



TO DEPOSITOR: 
Name : 

Address : 



Chugai Seiyaku Kabushiki Kaisha 

Representative: Osamu Nagayama 
5-1, Ukima 5-chome, Kita-ku, Tokyo 115 



I . IDENTIFICATION OF MICROORGANISM 



Identification Reference Given by the Depositor: 
Escherichia coli JM109 (MBC1L24) 



Accession Number: 
FERM BP-5627 / 



H . A SCIENTIFIC DESCRIPTION AND/OR PROPOSED TAXONOMIC POSITION 

The microorganism identified under I above was accompanied 
by a document stating the following item(s). 

■ A Scientific Property 

■ Taxonomic Position 

IH . RECEIPT AND ACCEPTANCE 

This International Depositary Authority accepts the microorganism 
identified under I above, which was received on August 15, 1996. 

(date of the original deposit) 



IV . RECEIPT OF REQUEST FOR TRANSFER 

This International Depositary Authority received the microorganism 
under I above on (date of the original deposit), and 

received on / a request for transfer from the original 

deposit to the deposit under the Budapest treaty. 



V - INTERNATIONAL DEPOSITARY AUTHORITY 



Name: National Institute of Bioscience and Human-Technology 
Agency of Industrial Science and Technology 

Representative : Michio Ohishi ( sealed ) 
Ph. D., DIRECTOR GENERAL. 

Address: 1-3, Higashi 1-chome, Tsukuba-shi, Ibaraki-ken, 30 5 Japan 



Date: August 15, 1996 



INTERNATIONAL F< 



(Translation) 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued pursuant to Rule 7,1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page. 

TO DEPOSITOR: . . „ . 

Name: Chugai Seiyaku Kabushiki Kaisha 

Representative: Osamu Nagayama 
Address: 5-1, Ukima 5-chome, Kita-ku, Tokyo 115 



I . IDENTIFICATION OF MICROORGANISM 



Identification Reference Given by the Depositor: 
Escherichia coli JM109 (MBC1H04) 



Accession Number : 
FERM BP-5628 ^ 



H . A SCIENTIFIC DESCRIPTION AND/OR PROPOSED TAXONOMIC POSITION 



The microorganism identified under I above was accompanied 
by a document stating the following xtem(s). 

■ A Scientific Property 

■ Taxonomic Position 



IK . RECEIPT AND ACCEPTANCE 



This international Depositary Authority accepts the microorganism 
identified under I above , which was received on ~^' a f ^ sit) 



IV . RECEIPT OF REQUEST FOR TRANSFER 



This international Depositary Authority received the microorganism 
under I above on (date of the original deposit , and 

^received on . a request for transfer from the original 

deposit to the deposit under the Budapest treaty. 



V . INTERNATIONAL DEPOSITARY AUTHORITY 



Name: National Institute of Bioscience and Human-Technology 
Agency of Industrial Science and Technology 

p^nrpsentative: Michio Ohishi (sealed) 
Ph. D. , DIRECTOR GENERAL. 

Address: 1-3, Higashi 1-chome, Tsukuba-shi, Ibaraki-ken, 305 Japan 

Date: August 15, 1996 
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(Translation ) 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page. 



TO DEPOSITOR: 
Name : 

Address : 



Chugai Seiyaku Kabushiki Kaisha 

Representative: Osamu Nagayama 
5-1, Ukima 5-chome, Kita-ku, Tokyo 115 



I . IDENTIFICATION OF MICROORGANISM 


Identification Reference Given by the Depositor: 
Escherichia coli JM109 (hMBClHcDNA/pUC19 ) 


Accession Number: 
FERM BP-5629 / 



H . A SCIENTIFIC DESCRIPTION AND/ OR PROPOSED TAXONOMIC POSITION 



The microorganism identified under I above was accompanied 
by a document stating the f ollowing item( s ) . 



■ A Scientific Property 

■ Taxonomic Position 



'IH . RECEIPT AND ACCEPTANCE 

This International Depositary Authority accepts the microorganism 
identified under I above, which was received on August 15, 1996. 

(date of the original deposit) 



IV . RECEIPT OF REQUEST FOR TRANSFER 

This International Depositary Authority received the microorganism 
under I above on (date of the original deposit), and 

received on / a request for transfer from the original 

deposit to the deposit under the Budapest treaty. 



V • INTERNATIONAL DEPOSITARY AUTHORITY 



Name: National Institute of Bioscience and Human-Technology 
Agency of Industrial Science and Technology 

Representative : Michio Ohishi ( sealed ) 
Ph. D., DIRECTOR GENERAL. 

Address: 1-3, Higashi 1-chome, Tsukuba-shi, Ibaraki-ken, 305 Japan 



Date: August 15, 1996 
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INTERNATIONAL F 
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(Translation) 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page. 



TO DEPOSITOR: 
Name: 

Address : 



Chugai Seiyaku Kabushiki Kaisha 

Representative: Osamu Nagayama 
5-1, Ukima 5-chome, Kita-ku, Tokyo 115 



I . IDENTIFICATION OF MICROORGANISM 



Identification Reference Given by the Depositor; 
Escherichia coli JM109 ( hMBClLq A /pUCl9) 



Accession Number: 
FERM BP-5630 y 



I[ . A SCIENTIFIC DESCRIPTION AND/OR PROPOSED TAXONOMIC POSITION 



The microorganism identified under I above was accompanied 
by a document stating the following item(s). 

■ A Scientific Property 

■ Taxonomic Position 



'IH • RECEIPT AND ACCEPTANCE 



This International Depositary Authority accepts the microorganism 
identified under I above, which was received on August 15, 1996. 

(date of the original deposit) 



IV . RECEIPT OF REQUEST FOR TRANSFER 



This International Depositary Authority received the microorganism 
under I above on (date of the original deposit), and 

received on . , a request for transfer from the original 

deposit to the deposit under the Budapest treaty. 



V • INTERNATIONAL DEPOSITARY AUTHORITY 



Name: National Institute of Bioscience and Human-Technology 
Agency of Industrial Science and Technology 

Representative : Michio Ohishi ( sealed ) 
Ph. D., DIRECTOR GENERAL. 

Address: 1-3, Higashi 1-chome, Tsukuba-shi, Ibaraki-ken, 3 05 Japan 



Date: August 15, 1996 



INTERNATIONAL 





) 

(Translation) 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page. 



TO DEPOSITOR: 
Name : 

Address: 



Chugai Seiyaku Kabushiki Kaisha 

Representative: Osamu Nagayama 
5-1, Ukima 5-chome, Kita-ku, Tokyo 115 



I , IDENTIFICATION OF MICROORGANISM 



Identification Reference Given by the Depositor; 
mouse-mouse hybridoma #23-57-137-1 



Accession Number: 
FERM BP-5631 ^ 



1 . A SCIENTIFIC DESCRIPTION AND/OR PROPOSED TAXONOMIC POSITION 



The microorganism identified under I above was accompanied 
by a document stating the following item(s). 

■ A Scientific Property 

■ Taxonomic Position 



H • RECEIPT AND ACCEPTANCE 



This International Depositary Authority accepts the microorganism 
identified under I above, which was received on August 15, 1996. 

(date of the original deposit) 



IV . RECEIPT OF REQUEST FOR TRANSFER 



This International Depositary Authority received the microorganism 
under I above on (date of the original deposit), and 

received on / a request for transfer from the original 

deposit to the deposit under the Budapest treaty. 



INTERNATIONAL DEPOSITARY AUTHORITY 



Name: National Institute of Bioscience and Human-Technology 
Agency of Industrial Science and Technology 

Representative : Michio Ohishi ( sealed ) 
Ph . D. , DIRECTOR GENERAL . 

Address: 1-3, Higashi 1-chome, Tsukuba-shi, Ibaraki-ken, 305 Japan 



Date: August 15, 1996 
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BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOS IT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
Page. 



115 



Escherichia coli JM109 (MB C 1 L 2 4 ) 



FE RM BP- 5 6 2 7 



2. ^»-tt <»tr4HgafcH«/vp rf» 



3. ^gg^rrg-g^ 



National I q TnTrjpf tf e~ S'.fjC 



Bioscience and Human-Technology 
ri »l Science and Technology 



*>T£ : 



M i c h i o _ O.-l-^h ? 

b * a 35 j g^R'Cj?! 

I - 3 . H i g a ! h 



fr'Kliloj. . DIRECTOR GENERAL. 

fr-^ m m i t § i § 



l chome Tsukuba-sht Ibaraki-icen 
3 0 5, JAPAN 



3 f ( gS^E*-^ 3 0 5 ) 



8$ ( 1 9 9 6) 8AL5B 



I NTERNAT IONAL 



RM 



[ 



] 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOS I T 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
Page. 
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BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT P ROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOS IT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
page. 
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BUDAPEST TREATY ON THE I N T E R N A T I 0— ' 
NAL RECOGM I T I ON OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOS r T 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
page. 
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PCT * 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
PH-652-PCT 


mo riIDTUPD ArTiniu SeeNotificationofTransmittaloflnternational Preliminary 
FOR FURTHER ACTION Examination Report (Form PC T/IPEA/4 1 6) 


International application No. 

PCT/JP99/03433 


International filing date (day/month/year) 
25 June 1999 (25.06.99) 


Priority date (day/month/year) 

26 June 1998 (26.06.98) 


International Patent Classification (IPC) or national classification and IPC 

A61K 45/00, 39/395 A61P 3/14 // C07K 16/18, 16/46, C12N 15/62, 5/16, C12P 21/08 


Applicant 

CHUGAI SEIYAKU KABUSHIKI KAISHA 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 



. sheets, including this cover sheet. 



I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 

' ' amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 

70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 



This report contains indications relating to the following items; 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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25 June 1999 (25.06.99) 


Date of completion of this report 

06 March 2000 (06.03.2000) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer ^ 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



t^PFlINARY EXAMINATION REPORT 



prnational application No. 

INTERNATIONAL PRl^RlNARY EXAMINATION REPORT PCT/JP99/03433 



I. Basis of the report 



1. With regard to the elements of the international application:* 
[)<J the international application as originally filed 
| 1 the description: 

pages ^ 9 as originally filed 

pages __ .» f lled witn tne demand 

pages , filed with the letter of 



| | the claims: 

pages ^ , as originally filed 

pages , as amended (together with any statement under Article 19 

pages ' fikd witn the dema nd 

P a S es , filed with the letter of 

| | the drawings: 

pages > ^ or igi na Hy fil ed 

pages , filed with the demand 

P a S es , filed with the letter of 

| | the sequence listing part of the description: 

P a S es , as originally filed 

P a 8 es , filed with the demand 

P a g es , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

1 I the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 
DKI filed together with the international application in computer readable form. 

□ 

furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 



The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

the drawings, sheets/fig 



5 I 1 ™ S re P ort nas k een established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70. J 6 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 , Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (1A) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-8 



1-8 



1-8 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations 

Document 1 (Rosen, H. et al., The effect of PTH antagonist BIM-44002 on serum calcium and 
PTH levels in hypercalcemic hyperparathyroid patients, Calcif. Tissue. Int. 1997 Vol. 61, No. 6, 
pp. 455-459, Abstract and Discussion), document 2 [JP, 7-165790, A (Tonen Corp.) 27 June 
1995 (27.06.95) Claim; Par. Nos. 0008, 0009, 0037 (Family: none)] and document 3 [JP, 5- 
509098, A (The Regents of the University of California) 16 December 1993 (16.12.93) Claims; 
page 5, lower right column, line 16 to page 6, upper left column, line 2; page 8, lower left 
column, line 16 to lower right column, last line & WO, 92/00753, Al & EP, 539491, Al] 
describe a parathyroid hormone-associated peptide and a substance that inhibits its binding, and 
a medicine that has as its active ingredient an antagonist to the parathyroid hormone-associated 
peptide receptor and is particularly for the treatment of hypercalcemic crisis associated with 
malignant tumors, which are the inventions described in Claims 1, 2, and 8. Document 4 [JP, 4- 
228089, A (Kaneka Corp.) 18 August 1992 (18.08.92) Abstract; Claims; Par. Nos. 0010 to 0020 
(Family: none)] and document 5 [WO, 98/13388, Al (Chugai Pharmaceutical Co., Ltd.) 2 April 
1998 (02.04.98) Page 10, lines 4 to 13; page 80, line 9 to page 83, line 16; page 86, Example 9 to 
page 95, last line (Family: none)] describe medicine that has as its active ingredient an antibody 
to the parathyroid hormone-associated peptide receptor and is particularly for the treatment of 
hypercalcemic crisis associated with malignant tumors, which are the inventions described in 
Claims 1, and 3-8. 

Therefore, the subject matter of Claims 1-8 does not appear to be novel. 
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